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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyxkauH®, TabaeTKy, NOKPBIThIE MUIEHOYHOI 060104K0ii, 400Mr + 325mr

Batch No / Cepusi Ne : V2101882

Batch Quantity / O6bem napTuu :
776.000 Kg

040001471518

Analytical Report No / AHaanTu4decknii or4et N :

Date of Analysis / laTa anannsa: 28.11.2021

Date of Manufacture / Jlata nponssojcrsa : Oct-2021

Date of Expiry / Cpok roanoctu : Sep-2026

Analysis performed according ND / Ananus nposenen mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / Onucanne

Capsule-like orange-coloured
film-coated one-side scored
tablets;

on cross section- white core /
TabneTkn KancynosngHoum
thopmbl, NOKpbITbIE
nneHo4YHomn obonoykomn
OpaHXeBOoro LBeTa, C pUCKon
Ha OOHO CTOpoOHe; Ha
norepeYyHoM paspese — s4po
6enoro uUgeTa

Capsule-iike orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynoBWAHON
opmbl,  NOKPbITble  NNEHOYHOK
00OnoYKoN OpaHXeBoro LuseTa, C
pUCKOW Ha OJHOW CTOPOHe; Ha
nonepeyHoMm paspese —  A4p0
©enoro unu noutu Genoro yseTa

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr coorBeTcTBYET TpeboBanuam HJJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Hara: 28.11.2021

Hara: 28.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTtoBneHo: IIpoBepeHo: Onobpeno: Menemxep /
Suman Kumar Himesh Kumar PykoBoautens
Manoj Kumar 7
| ol Mt ey
Print Date: Print Date: Print Date:

Jata: 28.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND]A
Tel : +91 68166 56001-02

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykana®, TabaeTku, NOKPHIThIE INIEHOYHOH 060104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2101882

Batch Quantity / O6bem naprum :
776.000 Kg

040001471518

Analytical Report No / AHaauTHdeckHit oTueT Ne :

Date of Analysis / [lara anann3za: 28.11.2021

Date of Manufacture / JaTa nponsBoiacTsa : Oct-2021

Date of Expiry / Cpok ronHocTH : Sep-2026

Analysis performed according ND / Ananu3 nposener mo HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 o1 06.09.2018, nzm. Ne 2 ot 23.09.2019)

2 Identification /
MoanmMHHOCTL

a) Complies as prescribed/
B cooTBeTCcTBUM C
onucaHmem

The retention time of the main peaks
on the chromatogram of the test
solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa yaepxvBaHMA OCHOBHbIX
NUKoB Ha Xpomarorpamme
nUcnbiTyemoro pacrtesopa  [OSKHbI
COOTBETCTBOBATL BpeMeHam
yaepXKnuBaHus MUKOB Ha
Xpomartorpamme pacTeopa
CTaHOapTHbIX obpasuos
nbynpopera 1  napauleramona
(paspen «KonuuyectseHHoe
onpeaeneHner)

3 |Average weight and
mass uniformity /
CpepaHsasa macca u
OLHOPOOHOCTL MO
macce

968.3 mg

940,9 mg to 999,1 mg
(970,0 mg = 3,0 %) /

Ot 9409 wmr pgo 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He bonee + 5 %
2/20 tablets = NMT + 10% /
2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYeT TpeboBanusM HJI

Opinion : APPROVED
3akiouenue: OJJOBPEHO

Jara: 28.11.2021

Jara: 28.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: IIposepeno: Onobpeno: Menemxep /
Suman Kumar Himesh Kumar PyxoBoaurens
{ . | Manoj Kumar C
@A——/D, @3555",/
Print Date: Print Date: Print Date:

Jara: 28.11.2021
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Dr. Reddy s '. Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyxknuH®, TabeTKH, NOKPHITHIE TIeHOYHOH 060.104K0ii, 400Mr + 325mMr

Batch No / Cepust Ne : V2101882 Batch Quantity / O6Lem napTumu :
776.000 Kg
Analytical Report No / AHauTHYecKUid oT4eT Nt : Date of Analysis / /IaTa ananu3za: 28.11.2021
040001471518
Date of Manufacture / lata npoussoactea : Oct-2021  |Date of Expiry / Cpok roanocts : Sep-2026

Analysis performed according ND / Ananus npoeeaen mo H/: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. No 2 ot 23.09.2019)

4 |Disintegration / 11 minutes 34 seconds Not more than 30 minutes /
PacnapaemocTb He 6onee 30 MUH

5 |Dissolution / 98% - 101% NLT 70% (Q) C13H1sO2 (Ibuprofen)
PaCTBopeHme dissolved in 30 minutes /

He wmeHee 70 % (Q) CizHis02
(nBynpodreH) yepes 30 MuH

NLT 70% Q) CsHoNO2
97% - 101% (Paracetamol) dissolved in 30
minutes /

He wmernee 70 % (Q) CegHoNO:
(napaueTamon) Yepes 30 MUH

6 |Related substances / BDL Total impurities of Ibuprofen NMT
PoacTteeHHbIe npumec 1.0% / Cymma npumecen
nbynpodeHa — He 6onee 1,0 %
0.0003% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHoeHon (npumecs
napaueTtamona) — He 6onee 0,005%

7 |Water/Bopa 1.3 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Ipoxykr coorsercTByeT TpeboBanuam HJI | 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toxrorosneno: [IpoBepeHo: Omno6peno: Menemxep /
Suman Kuma/ Himesh Kumar PykoBoautens
Manoj K e ]
= QJ/’D anoj Kumar h@fﬁ‘(/
Print Date: Print Date: Print Date:
Hara: 28.11.2021 Hara: 28.11.2021 Hara: 28.11.2021
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUDUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOoykauH®, TabJeTKU, NOKPBITHIE IIEeHOYHOI 060104K0ii, 400mr + 325mr

Batch No / Cepust Ne : V2101882 Batch Quantity / O6bem napTuu :
776.000 Kg
Analytical Report No / Ananutu4yecknii ordyer Ne : Date of Analysis / laTa anaau3a: 28.11.2021
040001471518
Date of Manufacture / lata npoussoacrsa : Oct-2021  |Date of Expiry / Cpok roanocru : Sep-2026

Analysis performed according ND / Ananu3 npoBegen no H/I: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

8 [Microbial limits /

yucrtoTa
a) Total aerobic

O6wee uncno
a3p0obHbIX
MUKPOOpPraHnam

yeasts and mou

ApoxokeBblX U

c) E. coli

Mukpobunonornyeckas

microbial count /

b) Total combined
count / Obwwee uncno

nnecHeBbIX FpVIGOB

Less than 10 CFU/g /
MeHee 10 KOE/r
0B

Less than 05 CFU/g /

Id Menee 05 KOE/r

Absent / OtcytcTByeT

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OTcyTcTBUME B
1r

Remarks : The Product conforms to ND/
IIpumeuanmne: IlponykT coorBeTcTBYeT TpeboanusM HJJ

Opinion : APPROVED
3akuaouenue: OJJOBPEHO

Prepared by /
IToarorosneHo:

Suman Kumarf

Checked by /
[IposepeHo:
Himesh Kumar

Qj—/Q

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykoBoaurens
Manoj Kumar

( J,_” et

Print Date:
Jara: 28.11.2021

Print Date:
JHara: 28.11.2021

Print Date:
Hara: 28.11.2021
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UO6ykauH®, Ta6aeTKH, DOKPLITHIE UIEHOYHOI 0601041K0#H, 400Mmr + 325mr

Batch No / Cepust Ne : V2101882

Batch Quantity / O0rem mapTum :
776.000 Kg

040001471518

Analytical Report No / AHanuTH9eckuii oT4eT Ne :

Date of Analysis / JlaTa ananansa: 28.11.2021

Date of Manufacture / [lata npousBoactsa : Oct-2021

Date of Expiry / Cpok roanoctn : Sep-2026

Analysis performed according ND / Auanu3 nposenes no HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopOoAHOCTL 1.1 MokasaTtenb npuemnemocTn (AV)
D03npoBaHnNs JomkeH bbiTk He Gonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.9 MokasaTtenb npuemnemocty (AV)
napadeTamorn JomkKeH ObITb He Bonee 15,0.
10 |Assay/ 394.0 mg 360 to 440 mg of Ci3H02
KonnyecteeHHoe (Ibuprofen) per tablet /
onpepeneHne Ot 360,0 mr go 440,0 mr Ci3Hs02
(nbynpodceH) B TabrieTke
325.75 mg 292.5 to 357.50 mg of CgHoNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO;
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
Ipumeyanne: [IponykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Jara: 28.11.2021

Hata: 28.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeHo: Onobpeno: Menemxep /
Suman Kumar Himesh Kumar PykoBoaurens
{ d/; Manoj Kumar @u‘b’/{
Print Date: Print Date: Print Date:

Jarta: 28.11.2021
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Dr. Reddy s °. Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA

Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS
www.drreddys.com

CEPTUO®UKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxkanH®, Tab1eTKH, NOKPHIThIE MIeHOYHOI 000104Ko0il, 400Mr + 325mr

Batch No / Cepus Ne : V2101882 Batch Quantity / O6bem napTuy :
776.000 Kg
Analytical Report No / Ananutudyeckuii oTyer Ne : Date of Analysis / lara ananu3a: 28.11.2021
040001471518
Date of Manufacture / Jlata nponzeogersa : Oct-2021 | Date of Expiry / Cpok rognocrtu : Sep-2026

Analysis performed according ND / Anann3 nposeaen mo HJI: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, nzm. Ne 2 o1 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/AI 10 tablets in PVC/Al blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / Mo 10 TabneTok
a carton. /Mo 10 Tabnetok  |B NBX/Al 6nuctep. Mo 1, 2 unn 20

B MNBX/Al 6nuctep. Mo 1 BNCTEPOR B NaYKy KAPTOHHYHO
BnvcTepy B nadky BMeCTE C UHCTPYKUMEN Mo
KapTOHHYIO BMeCTe C NPYMEHEHMUIO.

WHCTPYKLMEN No

NMPUMEHEHUIO.

12 | Labeling / MapkupoBska | According to ND / B cootetcTeumn ¢ H

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue [Mpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5vyears /5 net

rogHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [poaykt coorercTByeT TpeGosanusm H][ | 3akmouenne: ONNIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: ITpoBepeHo: Onobpeno: Menemxep /
Suman Kumar Himesh Kumar PykoBoautens

[ C’J///_D Manoj Kumar - p
— : el

Print Date: Print Date: Print Date:
Jarta: 28.11.2021 Hara: 28.11.2021 Hara: 28.11.2021
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